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DIRECTOR'S CORNER 


igh Reliability Organizations, 
H appreciative inquiry, get real get 

better, and best practices are not just 
buzz words. They are both method and outcome, and 
ultimately reflect dynamic pursuit. The challenges that 
wartighters face today are unlike any challenges faced 
before. Thankfully the Navy and Marine Corps, and 
Human Subjects Research (HSR), 1s rising to meet 
these challenges. HSR is dynamic and evolving; how 
we engage in human subjects research protections 
should be as well. As Chief of Naval Operations 
(CNO) ADM Mike Gilday notes in his recently issued 
Charge of Command “do not be content with status 
quo performance you inherit...embrace thoughtful 
risk-taking and experimentation to learn and 
improve”. In this issue we will look at best practices 
as our theme, with wise words from guest contributor 
the Special Assistant to the Surgeon General of the 
Navy for Human Research Protections (SAHRP), real 
life promising practices shared from Department of 
the Navy Human Research Protection Program (DON 
HRPP) Commands for your use, and thoughtful 
insight from our experienced analysts. In my 
experience, improvement can come from proactive 
effort or retroactive requirement. It is my also my 
experience, that proactive effort is far less painful. It 
is my goal as Director, DON HRPP to facilitate the 
conditions for you, our Institutional Officials, Human 
Research Protection Officials, HRPP staff members, 
Institutional Review Board (IRB) members, scientists, 
researchers, human subjects, and stakeholders to be 
successful. This and future issues is one of many ways 
to encourage ourselves to embrace our successes 
while simultaneously seeking improvement. It 1s after 
all, “our collective leadership and actions (that) will 
set the maritime balance of power for the rest of the 
century’ (ADM Gilday, 2022). 
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Highlighted Best Practices 
from NAMRU-6 and M&RA 


nan e-gram sent 14 December 2021, 
| DON HRPP invited commands to share 

best practices that Navy HRPP staff, IRB 
members, researchers, and others have implemented 
or observed. DON HRPP would like to thank U.S. 
Naval Medical Research Unit 6 (NAMRU-6) and 
Headquarters Marine Corps, Manpower and Reserve 
Affairs (M&RA) for providing best practices. 


NAMRU-6 


The NAMRU-6 Research Administration Pro- 
gram (RAP) has implemented practices in three are- 
as: training, auditing, and community engagement. 


Training: At NAMRU-6, the training program con- 
tinues to be a priority. Training modules are orga- 
nized by the RAP, with the support of the NAMRU-6 
leadership. These modules are a combination of in- 
house training sessions and information on local and 
regional courses and webinars. In 2020 and 2021, the 
program was conducted on virtual platforms due to 
COVID-19 restrictions. 


The goal of the training program is to 1m- 
prove knowledge of human subject protections for 
(continued on page 3) 
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A Message from CAPT Kurtz, the Special Assistant to the Surgeon 
General of the Navy for Human Research Protections (SAHRP) 


s Special 
Assistant 
to the Na- 


vy Surgeon Gen- 
eral on matters of 
human research 
protections, I 
have the privilege 
of providing sub- 
ject matter exper- 
tise, sharing my 
experiences in the 
human research 
world, and lend- 
ing insight on the 
inevitable chal- 
lenges that arise 
when engaging in human subjects research. Through- 
out my career as an orthopedic surgeon, I have seen 
my share of challenges; however, I have also seen my 
share of success in overcoming these challenges. It is 
the stories of success that motivate my continued par- 
ticipation in all things human research. At the founda- 
tion of these successes 1s communication and trust. It 
is in the spirit of best practices that I will focus on 
these most important pillars of human research protec- 
tions. 





As General Mattis has noted, success in com- 
plex organizations is dependent on trust. The key to 
trust 1s open and honest communication. A great user 
of maxims, General Mattis’ adage for communication 
is this: “What do I know? Who else needs to know’? 
And have I told them?” It is not hard to see the im- 
portance of trust in the first principle of the Belmont 
Report, Respect for Persons. Within this principle, 
there are two ethical convictions: first, that individuals 
should be treated as autonomous agents, and second, 
that persons with diminished autonomy are entitled to 
protection. Common to both of these foundations is 
trust. Trust that a person is treated as a human being 
worthy of respect, and trust that protection will be en- 
forced when the situation calls for it. When research- 
ers communicate, no matter how difficult the truth, 
trust grows. 


The second principle of the Belmont Report is 
Beneficence. Beneficence means doing no harm. Be- 
neficence is also founded on trust. We must trust that 


the reality of any given experiment will be communi- 
cated truthfully. We cannot ignore that the scars of our 
history in human research protections. Researchers, 
scientists, medical professionals and other participants 
in the human research system fractured trust by engag- 
ing in harm and withholding communication. These 
truths still sting to this day. To ignore the truth dimin- 
ishes trust. As we just completed Black History 
Month, we took the time to celebrate but also spent 
time to remember the past — both good and bad. Only 
by being brave enough to face the hard truth can we 
heal and move forward, ensuring the third principle of 
the Belmont Report, Justice, 1s achieved within the 
realm of human research protections. 


To achieve Justice, I circle back to communti- 
cation. In my earlier days, I had two phrases that the 
orthopedic residents probably got tired of me saying. 
One is, “when something’s not as it seems, then some- 
thing’s not as it seems.” The second 1s, “you’ve got to 
listen to the voices in your head.”” We must be vigilant 
and preoccupied with those cues that we pick up on 
that something is not as it seems or 1s about to be. If 
we listen to the voices and acknowledge those truths, 
we are more likely to see those concrete clues as to 
how things are veering off course before they go com- 
pletely awry. Before a researcher falsifies data, or a 
scientist amends a protocol without permission. Before 
a human subject gets injured or killed. Before a Sailor 
or Marine is unnecessarily knocked out of the fight — 
in short, we stay on mission. We should never fear the 
truth if truth 1s the message we are delivering. It 1s our 
duty. Providing the best quality of safe and reliable 
care to our warfighters and their families is who we 
are. Respect for Persons, Beneficence, Justice —they 
are all intertwined with trust and communication. They 
are consistent with our Core Values and they are the 
foundation of high reliability organizations, the Navy, 
and Navy Medicine. 


CAPT Christopher Kurtz is an orthopedic surgeon and 
researcher over many years, and has served as Vice- 
Chairman of the Institutional Review Board at Naval 
Medical Center Portsmouth, Virginia. His years of 
experience conducting research coupled with diverse 
military assignments and participation in military 
operations enhances his knowledge as SAHRP, which he 
performs in addition to his current role as Deputy Chief, 
Operations, Plans, & Readiness. 


RESEARCH PROTECTIONS UPDATE 


Best Practices (continued from page 1) 


IRB members, to help investigators implement over- 
sight of approved research with collaborating institu- 
tions, and to facilitate communication among IRB, 
HRPP staff and research teams to optimize individual, 
group and organizational compliance. 


The NAMRU-6 training 
program was developed to spe- 
cifically support Principal In- 
vestigators (PI), research teams, 
IRB members, and HRPP per- 
sonnel with a focus on the spe- 
cific requirements of the re- 
search conducted at NAMRU-6. 
Topics covered ranged from 
research integrity to investigator 
responsibilities and IRB pro- 
cesses. These training modules 
serve to reinforce the larger 
training mandates for the con- 
duct of human use studies. 


An unexpected benefit of COVID-19 restrictions 
on in-person attendance 1s the use of virtual platforms. 
Through the use of virtual platforms NAMRU-6 was 
able to easily expand training to include outside institu- 
tions, further enhancing the value of this program. 
NAMRU-6 hosted the Naval Medical Research Center 
Office of Partnerships & Business Development and 
DON HRPP members allowing them to provide addi- 
tional insight on topics for the benefit of the NAMRU-6 
staff. 


Auditing: Trust and collaboration between the inves- 
tigators and the HRPP are pillars of strong human sub- 
ject protection and ensures that solid research data are 
obtained in an ethical and safe manner. One of the 
methods to develop this is through the use of an open 
and transparent audit program of regulated research. At 
NAMRU-6, we regularly conduct audits of consent 
forms, PI regulatory files, and conduct site visits to wit- 
ness the informed consent process. RAP Head is respon- 
sible for these audits and they are conducted in concert 
with the study PI and staff. 


An important aspect of auditing at NAMRU-6 is 
the proactive approach taken by our investigators. In 
many instances, our investigators request an audit to en- 
sure compliance. Investigators are committed to making 
sure regulations are correctly applied and followed, en- 
suring new staff follow appropriate processes, and hu- 
man subject protections are applied. 


“Witnessing the informed consent 


process in real time is possibly one 


of the most enriching audit 
activities for both the PI and the 
HRPP. NAMRU-6 has developed a 
checklist for this process, and has 
continued to refine and improve it 
with each implementation. ’ 





Winter/Spring 2022 


In general, consent audits are conducted twice: 
once upon start of the study where the first consents are 
reviewed and then halfway through the study where 20% 
of all the enrolled subjects’ consents are reviewed. This 
allows us to identify any issues early on as well as ensure 
there is no degradation of practices over time. Based on 
these audits, appropriate guidance 
and trainings are provided, as 
needed. 


Witnessing the informed consent 
process in real time is possibly 
one of the most enriching audit 
activities for both the PI and the 
HRPP. NAMRU-6 has developed 
a checklist for this process, and 
has continued to refine and im- 
prove it with each implementa- 
tion. Prior to the COVID-19 pan- 
demic, site visits were regularly 
conducted, to ensure general compliance and to reinforce 
training of onsite study personnel. A mix of HRPP, IRB 
members and senor study staff would conduct these vis- 
its, targeting any potential problem areas identified. 
During the pandemic, site visits were suspended and au- 
dits were conducted through a blend of virtual means and 
the scanning of consent forms for upload into secure 
servers, maintaining oversite while protecting staff 
health. 


Community Engagement: NAMRU-6 HRPP and IRB 
Members are well engaged in different human research 
protection activities organized by local and regional in- 
stitutions. 


J 


These activities include national or international 
conferences, workshops, round table discussions, and 
informal learning opportunities. In the last few years, we 
have attended a yearly meeting sponsored by the Peruvi- 
an National Cancer Institute (NCI) on clinical trials, sev- 
eral courses sponsored by the Peruvian National Institute 
of Health (INS) on human research protections and regu- 
latory aspects, and webinars sponsored by the Pan Amer- 
ican Health Organization (PAHO) among others. 


An important aspect of participating with the lo- 
cal IRB community in training opportunities is sharing 
good practices for IRB review and oversight of approved 
research. This allowed NAMRU-6 RAP opportunities to 
improve our practices and to strengthen those of our part- 
ners. For example, NAMRU-6 conducts research in col- 
laboration with important 


and well-recognized Pe- (continued on page 4) 
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Best Practices (continued from page 3) 


ruvian and Latin American organizations who are re- 
quired to hold an active FWA in order to be compliant 
with the Common Rule. NAMRU-6 RAP has supported 
these and other institutions in Peru and in the region in 
obtaining/renewing their FWA, among them the Hospital 
Nacional Cayetano Heredia, Hospital Nacional Ar- 
zobispo Loayza, DIRESA (Regional Health Directorate) 
Loreto, DIRESA Madre de Dios, COSALE (Peruvian 
Army Surgeon General), among others. 


Through these efforts, NAMRU-6 has worked 
with our research partners to improve the protection of 
human subjects for all research conducted in the region. 


M&RA 


M&RA developed a Post-Approval Monitoring 
(PAM) Plan and PAM Checklist for ensuring that re- 
search 1s being conducted, as approved, and in compli- 
ance with Federal regulations. Details related to the plan 
are included below. 


PAM 1s a program that monitors research pro- 
jects to confirm that the research is being conducted as 
approved, thus ensuring compliance with the federal reg- 
ulations and guidelines that govern research. 


The M&RA HRPP Point of Contact (POC) will 
contact the PI 6 months after initial IRB approval 
(annually thereafter) via e-mail and ask for the follow- 
ing: availability of the PI and study staff and access to 
their files, study documents, and storage area. On the 
day of the review, the study files will be reviewed and 
interviews may be conducted with study staff. 


During the PAM visit, the following are all sub- 
ject for review: (The items above are not an exhaustive list.) 

1. Protocol 

2. Personnel 

3. Study procedures and documents 

4. Informed consent process 

5. Confidentiality measures 

6. General lab/record keeping 


If there are findings that need to be reported, 
they will be submitted along with the proposed remedial 
action to the United States Marine Corps (USMC) IRB 
for review and consideration. 


** BZ to M&RA & NAMRU-6 for 
Sharing their best practices for this 
issue of the RPU! ** 
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IRB POST APPROVAL MONITORING CHECKLIST 
Protocol#: PI: Date: 


Project title: 


Approval and Record Keeping 


The project has current IRB approval. 


All IRB related records (approval letters, continuing 
reviews, amendments, protocol form, consent forms, 
recruitment material, correspondence, etc.) are 
retained in an accessible location for study personnel. 
Have all study staff completed training - including study 
specific information, human subjects training, etc? Is 
there documentation? 

If there were any changes to the approved 
project/forms since the last continuing review was an 
amendment submitted to the IRB? 

Has the study been audited by a funding agency or 
another IRB? If so, is there documentation? Have any 
corrective actions been completed? 


Clarify enrollment numbers. Are the enrollment 
numbers less than or equal to the number approved by 
the IRB? 





Verify consent process (to match IRB approved). Verify 
that subject receives signed copy of consent during 
process, if required. 


Verify signed and dated consent form on file for every 
subject enrolled in the study using approved version (or 
randomly selected sample). 


Verify that subjects were recruited according to the 
methods approved by the IRB. 


Verify eligibility and ineligibility requirements as listed 
and approved by the IRB were met. 





All recruitment materials (i.e. posters, recruitment 
script, email templates) are IRB approved and on file 





Verify research conducted comply with the protocol and 

procedures as approved by the IRB. 

Are all study personnel listed in the protocol form? If 
not name are position types (i.e. research assistant, 
graduate student, etc.) listed and training completed? 


Verify all data collection instruments used were those 
approved by the IRB. 








Data Storage and Confidentiality 


Are data stored on paper (consent forms and data 
forms) in a secure, locked location (as approved by the 
IRB)? Is access limited to approved personnel? 

Are electronic data stored on a secure and protected 
computer/server (as approved by the IRB)? Is access 
limited to approved personnel? 


Are coding and/or deidentifying procedures being 
followed as described in the approved protocol form? 


Have there been any lapses in IRB approval? If yes, 
was any research activity done during the lapse 
reported? 

Have there been any withdrawals, adverse events 
(AE), unanticipated problems, or complaints while 
conducting this research? If yes, have all details been 
reported to the IRB? 


Have there been any new findings to change the risk 
benefit ratio? 


Closure Yes| No |NA Comments 

















Are study activities limited to performing data analysis 
only on anonymous or de-identified data? If so, can the 
study be closed? 





Any additional reviewer notes: 


(Full copy available on milSuite, at https:// 
www.imilsuite.mil/book/docs/DOC- 1123218) 
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Special Observances November 2021 to 


March 2022 


lee 


Women’s History Month, March 2022 


For more ways to celebrate diversity, please see observance materials 
provided by the Defense Equal Opportunity Management Institute at https:// 


www.defenseculture.mil/ 
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Fair Winds and Following Seas 


Ms. Kristin Jones and Ms. Monique Tadeo, 
both who worked for DON HRPP for many years, have 
detached from DON HRPP. We are very appreciative 
to them for all of their hard work and dedication during 
the time they worked with the DON HRPP team. They 
will be missed and we wish them the best in their future 
endeavors. 


Welcome to DON HRPP! 


New Members of the Office of Naval Research 
(ONR) DON HRPP Team 


DON HRPP welcomes new Human Research 
Protection Specialist, Ms. Jacqueline Kiwanuka, to 


National American Indian Heritage Month, November 2021 
Martin Luther King, Jr. Birthday, 17 January 2022 
National African American/Black History Month, February 2022 


John Woodruff 
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ONR’s Research Protections Division. Ms. Kiwanuka 
joined ONR in December 2021. Ms. Kiwanuka has 
over 14 years of experience with human research pro- 
tections in biomedical and social and behavioral re- 
search. Prior to joining ONR, she served as the Senior 
Regulatory Associate with the Gynecologic Cancer 
Center of Excellence, Women’s Integrated Health Re- 
search Center, under the Henry M. Jackson Foundation 
for the Advancement of Military Medicine. She holds a 
Bachelor’s degree in Biochemistry and a Master’s de- 
gree in Business Administration with a Healthcare F1- 
nance concentration, and is a Certified IRB Profession- 
al (CIP®). Prior to her position at the Women’s Health 
Integrated Research Center, Ms. Kiwanuka worked un- 
der General Dynamics Health Solutions as a Human 
Subjects Protection Scientist, the Team Lead at the US 


(continued on page 6) 
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Welcome to the DON HRPP Team (continued from page 5) 


Army Medical Research & Development Command 
(USAMRDC) Human Research Protection Office, 
and at the Defense Heath Agency (DHA) HRPP as a 
Subject Matter Expert. Prior to her work with General 
Dynamics she spent 10 years at the University of 
Maryland’s Psychiatric Research Center supporting 
neuropsychology and clinical trial studies as a Clini- 
cal Laboratory Manager. Ms. Kiwanuka’ s biomedical 
research experience involved investigating the 1immu- 
nochemistry of allergic asthma at the Johns Hopkins 
School of Public Health, Department of Environmen- 
tal Health and Engineering. 


DON HRPP also welcomes new Human Re- 
search Compliance Specialist, Ms. Eva Owusu, to 
ONR’s Research Protections Division. Ms. Owusu 
joined ONR in December 2021. Prior to joining ONR, 
Ms. Owusu worked as a contractor for USAMRDC in 
Frederick, Maryland. She holds a Bachelor’s of Arts 
Degree in African Studies and Biology and a Master 
of Public Health Degree in Health Promotion and Ed- 
ucation and Public Health Administration. While at 
USAMRDC, she performed full-time post approval 
review of USAMRDC supported research protocol 
lifecycle actions to assure ongoing compliance with 
all applicable Federal, DoD, state, host nation, and 
USAMRDC regulatory requirements. In addition, she 
provided a comprehensive review and evaluation of 
Walter Reed Army Institute of Research (WRAIR) 
and other international studies protocol amendments/ 
addenda, continuing review reports, reports of unan- 
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ticipated problems involving risks to subjects or oth- 
ers and adverse events, reports of serious or continu- 
ing noncompliance, reports of research suspension/ 
termination, protocol deviations, subject complaints, 
and final study reports. 


DON HRPP also welcomes new Human Re- 
search Compliance Specialist, Ms. Jazsmine Arm- 
strong, to ONR’s Research Protections Division. Ms. 
Armstrong joined ONR in January 2022. Prior to join- 
ing ONR, Ms. Armstrong spent four years as an IRB 
Analyst at The Children’s Hospital of Philadelphia in 
Philadelphia, Pennsylvania and The University of 
Texas Southwestern Medical Center in Dallas, Texas. 
She is a Certified IRB Professional (CIP®), and holds 
a Bachelor’s of Science Degree in Biology and a Mas- 
ter’s of Science Degree in Biomedical Sciences. In 
previous roles, Ms. Armstrong gained extensive 
knowledge regarding human subjects’ research pro- 
tections in biomedical and social-behavioral research 
and a working knowledge of Food and Drug Admin- 
istration (FDA) and Office for Human Research Pro- 
tections (OHRP) regulated research. In addition, Ms. 
Armstrong has led educational sessions related to the 
various aspects of human research regulations and the 
IRB review and approval process. Before her work in 
human research protections, Ms. Armstrong conduct- 
ed human factors research, focusing on correlations 
between behavior and hemodynamic responses as val- 
idation markers for skill acquisition and mastery. 






DON HRPP News!! 





Just approved!!—DON HRPP Video providing an overview of human research protections and DON HRPP. 
More information about how to view the video will be released soon. 

Public Responsibility in Medicine and Research (PRIM&R) Annual Advancing Ethical Research (AER) 
Conference, 14-18 November 2022. The conference will be held using a hybrid model (virtual and in-person) in 


Salt Lake City, Utah. 


— PRIM&R is accepting poster abstracts until 29 April 2022. See https://primr.org/programs/annual- 


conference/poster-submissions for more information. 


The Military Health System Research Symposium (MHSRS) will be held in person, August 2022 in Orlando, 


Florida. 


DON HRPP conducted its first hybrid visit (in-person and virtual components) the week of 22-24 February 
2022. It is anticipated that a hybrid model could be used for futures visits, if needed. 
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DON HRPP Quality Assurance Activities: FY2021 Site Visit Findings Analysis 
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The chart above summarizes the categories of action items from all DON HRPP visits to assured commands in 
FY2021. Actions, as detailed in site inspection reports and assist visit summaries, come in three types. Required 
actions are changes required to be in compliance with regulations/instructions such as the Common Rule (32 CFR 
219), DoDI 3216.02, SECNAVINST 3900.39 E CH-1, and/or command HRPP instructions. Recommended ac- 
tions are suggestions for improvement or identification of areas which could become required actions in the future 
if not addressed. DON HRPP follow-up items are actions that DON HRPP will take to assist commands with 
maintaining compliance or improving their HRPPs. 


RESEARCH PROTECTIONS UPDATE is published by the Department of the Navy Human 
Research Protection Program. Email address: usn.ncr.bumedfchva.mbx.don-hrpp@mail.mil. 
Telephone: (703) 681-9629. Material appearing in RESEARCH PROTECTIONS UPDATE is not 
copyrighted and may be redistributed in electronic or printed form. 


Bravo Zulu to M&RA and Bravo Zulu to NAMRU-6! 


Have an idea or material to publish in the Research Protections Update newsletter? 
Send your research news, success stories, tips, pictures, lessons learned, guest arti- 





cles or other material related to the ethical conduct of human research to: 
Get a BZ in the RPU! usn.ncr.bumedfchva.mbx.don-hrpp@mail.mil 


